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Summary: We studied the validation for drng c'.ontent of a new insulin cartridge 
(Humacart 3/7, 3.0 ml cartridgeR). The concentrations of tot,al insulin, Zn, m-cresol, 
and phenol in the Humac.art 3/7, 3.0 ml cartridgeR were consistent with the levels 
described in the interv<iew form. To study the relationship between the mixing (O, 5, 
and 10 times) and the uniformity of the insulin suspension> a Humacart 3/7, 3.0 ml 
cartridge~~_,~ was set~, int,o the insulin deli¥*el,v device specifically. designed for this car-
tridge (Autopen""""'~'). The total insulin concentrations of this preparation through 
Autopen"*'~ varied from 30 to 150 U/ml without mixing, so mixing more than 10 times 
was necessary to make the suspension tmiform. The total insulin concentrations 
througih Autopen'~""~" decreased with increased standi.ng times after thorough mixing; 
thus the Humacart 3/7, 3.0 ml cartridgee must be injected as soon as possible after 
mixing. The dimeric-hexameric insulin concentration in the Humacart 3/7, 3.0 ml 
cartridge~'~*" was 10 times higher than the monomeric insulin concentration. Furthermore, 
the insulin concentration through Autopen~*"* with a 3 l-gauge needle was the same as 
the insulin concentration using a 30gauge needle. These results indicate that the 
characteristics of a Humacart, 3/7, 3.0 ml cartridgeR are equivalent to that of a 
Humacart 3/7, l.5 ml cartridgeR 
.Keyu,ords: validation; isophane insulin suspension; Humacart 3/7, 3.0 ml cartridgeo. 
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Effect of Needle Size on Insulin Con-
centration in Humacart 317 
Cartridges shaken 10 times. O, total 
insulin concentration, 31G needles; 
I, insulin concentration through 0.45 
um pore size membrane, 31G needles; 
O, total insulin concentration, 30G 
needles; and A, insulin concentration 
through 0.45 ~tm pore size membrane, 


















Effect of Standing Time on Stability of 
Suspension after Mixing 
Mean :i: SE (n=3). 30G needles. O, 
Humacart 3/7, 3.0 ml cartridge, and 
l, Humacart 3/7 and 1.5 ml cartridge 
(data from reference 4). '~, p<0.05, and 
*>~.'<, p<0. 01. 
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Monomer Dimer - Hexamer 
Monomeric and Dimeric - Hexameric Insulin Concentrations in Humacart 3/7 3.0 
ml and 1.5 ml Cartridges 
~i, 3.0 ml cartridge; [], 1.5 ml cartridge. Mean ~: SE (n=3). 
薬剃学Vo玉．跳，No．3（ヱ998） ヱ69
鐙体の吸収連度は単鐙体のそれの3分の2であったと報告されているω．従って，薬液申のインスリ
ン単鐙体ならびに2から6量体の存在此が等しいヒューマカート3／7，1．5狐1注と3．O㎜1注⑳において
は，初期における皮下投与部位からのインスリン吸収速度は変化しないものと予測される．
結　　　　　　　語
　ヒトニ禍性イソフェンインスリン水性懸濁製剤であるヒューマカート3／7享3㎜工注⑧において，そ
の製剤閥における全インスリン濃度には差は認められず，また10圃以上混和すれば懸濁はほぽ均一＾化
し，十分であることが認められた．その際亭均一に懸濁したこれら製剤は出来るだけ速やかに使用す
べきであり，δ分以上の離鰻後には蒋懸濁を要することが明らかとなった．さらに連効性インスリン
部分において亭2から6鐙体インスリン存在率が単簸体に比較して商いことが認められたが，ヒュー
マカート3／7，1．5㎜1注⑱のそれと存在此は等しかった．以上の鯖果から，ヒューマカート3／7，3㎜1
注⑱の製剤としての特性は，ヒューマカート3〃、1．δ篶）亘注⑧と同等であることが明らかとなった．
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